REsuULTS OF A COCHRANE REVIEW

ORAL GALACTOGOGUES (NATURAL THERAPIES OR DRUGS) FOR INCREASING BREAST-MILK PRODUCTION IN
MOTHERS OF NON-HOSPITALIZED TERM INFANTS

Authors: Siew Cheng Foong, May Loong Tan, Wai Cheng Foon, Lisa Marasco, Jacquelin Ho, Joo Howe Ong
Study types included: Randomized Controlled Trials (RCTs) and Quasi-RCTs

Participants Mothers breastfeeding or expressing for term healthy infants <6 mos of age

Intervention Comparisons:

1. Pharmacological oral galactagogue vs Placebo or no treatment
2. Natural oral galactogogue vs Placebo or no treatment
3. Galactagogue vs another Galactagogue

Primary Outcome measures

e Proportion of infants breastfeeding (excl or any) at 3, 4 and 6 mos postpartum
e Infant weight in trials where infants are receiving only own mothers’ milk
e Volume of human milk measured in a specified amount of time

Secondary Outcome measures

e Adverse effects in mother or baby
e Ability of parent to reduce or stop formula supplementation
e Parental psychological status: satisfaction scores, depression scale, etc.

SEARCH STRATEGY: Standard search of Cochrane data base for Pregnancy and Childbirth group, derived from:
Trial Registers, Medline, Embase, CINAHL, searches of 30 journals and proceedings of major conferences,
weekly awareness alerts for 44 journals plus BioMed Central alerts., regional & content-specific databases;
regional and content specific data bases; Also HERDIN (Philippines) and Napralert with special search terms.
Secondary sources included following references, personal article collection of author LM. No language,
geographic or date restrictions.

Excluded studies:

e Pharmacological: arginine aspartate (1); domperidone (6); growth hormone (3); iodine (3); luteotropin
(1); metoclopramide (7); metoclopramide, domperidone and ferolactan (1); obron multivitamin (1);
orgametril (1); oxytocin (9); oxytocin & sulpiride (1); Oestrogen and progestogen (1); Pitocin (1);
pseudophedrine (1); sulpiride (1); thyrotropin releasing hormone (1).

e Botanical: Chasteberry (3); collagen soup (1); fenugreek (3); fenugreek/garlic mix (1); goat’s rue (2);
goat’s rue/silymarin (1); garlic (1); glutamic acid (1); hedge nettle (3); humana still-tea (1); kyuki-
choketu (2); Lactare (6); Leptaden (8); moringa (1); nutrition supplement (1); milk and eggs (1);
Motherlove More Milk Plus (1); Mu-ying-li (1); Oligoplex/vitex (2); pectin extract (1); molocco placental
extract (1); sesame (1); shatavari (1); Torbangun (2); various Japanese medicines (1); Yangxueshengru
oral liquor (1)
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Idleﬁ:hr::zm:“ 72 additional records R ES U LTS O F TH E

identified through
database searching E

(et & Now 2019) other sources S FA RC H

237 records after duplicates removed .
97 studies/98 records were excluded because:

* 23 were not RCTs
237 records —75 records + 23 were reported ina way that made it difficule

sereened excluded by title o confirm if they were RCTs
* 1 study was a cross-owver trial

* 1 was asystematic review

=146 studies{of 162 records) + 2 studies were terminated prior to completion

.
assessed for eligibility * 11 studies included infants that were sick,
preterm, or regquired hospltalization
* 7 studies were not designed to look at the
galactagenic effect of the Intervention
* 2 studies used ergometrine, a breast milk
suppressant, as their placebo

=41 studies (51 records
included im the qualitative analysis
12 studies (13 records) ongoing * 16 studiesincluded intenventions that were not

taken orally
* 1 study included animals
+ 3 studiesincluded interventions that we do not
26 studias inﬁlud_ﬂd in consider to be galactagogues
20 studles
quan’cii&ﬁve anah-'sis * 3 studies: unable toobtalnabstract or paper

Characteristics of included studies

e Locations: North America (1); Latin America (3); Europe (3); Eurasia (6); East Asia (8); West Asia/Africa
(4); South Asia (6); Southeast Asia (13)

e Participants: C-section only (2); Late term pregnancy only (1); Primips only (5); Female babies only (1);
Infants 0-14d (21); Lactation deficient (18); older infants 2wks-6 mos (16); working mothers separated
8 hrs (1); (No milk problems (?);

¢ Pharmacological interventions (4): domperidone (2); metoclopramide (3); sulpiride (3); TRH (2);

e Natural interventions (29): Shatavari capsules (1); Cui Ru soup (1); Fennel tea (1); Fenugreek tea (1);
Lactogenic food menu (1); Ginger capsules (1); Cottonseed capsules (1); Humana Still-Tee (2); Ixbut
infusion (1); Malunggay/moringa capsules (4); Shatavari combo capsules (1); Pork leg soup (1); Shirafza
drops (10: Silymarin sachet (1)

e Galactagogue vs Galactagogue: Domperidone vs malunggay (1); Torbangun vs fenugreek vs molocco
(1); Mu Er Wu You vs Kun Yuna tong ru fu ye soup (1); Ru quan chong ji vs shengruzhi soup; fenugreek
vs palm dates (1); fennel vs fenugreek black teas (1); Chanbao vs bu xue shen ru vs no intervention (1)

Studies by outcome:

e Duration of breastfeeding: (3)
e Volume of milk measured (28)

o By pre- and -post feeds (7)
By pre- and post feeds + residual milk (2)
Expression of milk by hand or pump (11)
Changes in breast dimensions (1)
Lai 4-hr pumping method (1)

o O O O
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e Infant weight (9) measured in various ways (total gain, weekly gain, mean % gain, etc)
e Adverse effects (17, but only 3 pre-specified)

e Ability to reduce supplementation (6)

e Maternal psychological status (4)

Random sequsncs generation (sslzction bias) [ NN W
Allocation concealment (selection bias) _

Blinding of participants and personnel (performance bias) -:—

Blinding of outcome assessment (detection bias): Milk volume outcomes _:-

Blinding of outcome assessment (detection hias): Self reported outcomes (adverse effects and measures of maternal psychological status) _:_
Blinding of outcome assessment (detection bias): Infant weight outcomes _

Incomplete outcome data (attrition bias) _:-

Selective reporting (reporting bias) _:-
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Comparison 1.1 Infant Gain

Galactagogue Placebo Mean Difference Mean Difference
Study or Subgroup  Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
1.1.1 Metoclopromide
Sakha 2008 (1) 3515 94.01 10 3285 B4.63 10 100.0% 23.00[47.71,83.71] —_t
Subtotal (95% CI) 10 10 100.0% 23.00 [-47.71,93.71]
Heterogeneity: Not applicable
Test for overall effect Z= 064 (P=052)
Total (95% CI) 10 10 100.0% 23.00 [-47.71,93.71] —’-

Heterogeneity: Not applicable

Test for overall effect Z= 064 (P=052)

Test for subgroup differences: Not applicable

Footnotes

(1) Weight gain of infants after 15 days old (change score).

400 -50 0 50 10
Favours placebo Favours galactagogue

Comparison 1.2: Milk Volume

Galactagogue Placebo Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
1.2.1 Domperidone
Jantarasaengaram 2012 (1) 181.3 1361 22 914 60.3 23 26.3% 99.90[37.92,161.88] .
Subtotal (95% CI) 22 23 26.3% 99.90[37.92,161.88] e
Heterogeneity: Not applicable
Test for averall effect Z= 316 (P=0.002)
1.2.2 Metoclopromide
De Gezelle 1983 (2) 843 288 7 9.7 2586 6 575% 4260[13.02,72.18] ——
Subtotal (95% CI) 7 6 57.5% 42.60[13.02,72.18) -
Heterogeneity: Not applicable
Testfor overall effect: Z= 2.82 (P = 0.005)
1.2.3 Sulpiride
Aono 1982 (3) 32796 16045 48 24738 24647 45 16.2% 8057 [4.55, 165.69] )
Subtotal (95% CI) 48 45 16.2% 80.57 [4.55,165.69] e ——
Heterogeneity: Not applicable
Test for averall effect Z=1.86 (P = 0.06)
Total (95% ClI) 7 74 100.0% 63.82[25.91,101.72] -
Heterogeneity: Tau®= 422.73, Chi*= 3.04, df= 2 (P=0.22), F= 34% p p t t
-200 -100 a 100 200
Testfor overall effec_t Z=330(P = 0.0010) Favours placebo Favours galactagogues
Test for subgroup differences: Chi*= 3.04, df=2(P=0.22), F=341%
Footnotes
(1) Volume (mL) from two extractions when infant was 4 days old
(2) Volume (mL) from one extraction when infant was 8 days old
(3) Volume (mL) in a day when infant was 5 days old
Summary of Comparison 1
Phar gical oral g gogues compared to p or no for g breast milk pi in of non. p term infants
Patient or population: increasing breast milk production in mothers of non-hospitalised term infants
setting: Community
Intervention: gical oral g gog
Comparison: placebo or no treatment
Outcomes Anticipated absolute effects (95% CI) Relative |Ne of y of |¢
effect | particip the
Risk with placebo or no treatment | Risk with pharmacological oral (95%Cl) |(studies) | evidence
galactagogues (GRADE)
- . - - - No studies
1: Proportion of infants bfg reported this
@ 3, 4,6 mos outcome
. The mean infant we'gm was 0 MD 23 grams mghe! - 20 [-1.1-2-] —\
2: Infant weight (47.71 lower 1o 93.71 higher) (1RCT) Low! )
(metoclopramide) "
| —
. - The mean milk volume was 0 MD 63.82 mL higher - 151 [:T-T-T-)
3: Milk Volume (25.01 higher to 101.72 higher) @reTs) \_ | Low )
(all galactogogues) —
With metoclopromide, tredness, headache, nausea were reported more frequently than |- 133 Adverse effects
placebo group. With domperidone dry mouth were reported more frequently than (5RCTs) VERY LOW re generally
4: Adverse Effects |placebo group and no extrapyramigal effects reported. With sulpiride tiredness and 23 rly reported
N headache) were reported more frequently than placebo group. No adverse effects
(mother or infant) |/, teq win thyrotropin-releasing hormone
“The risk in the intervention group (and its 95% confidence interval) is based on the assumed risk in theé comparison group and the relative effect of the intervention (and its 95%
cn
Cl: Confidence interval; RR: Risk ratio; OR: Odds ratio
GRADE WDFKIIIU Group ’ﬂﬂll of evidence
High certainty: We are very confident that the true eflect bes close 1o that of the estimate of the effect
y: We are confident in the effect estimate: The true effect is likely to be close to the estimate of the effect, but there is a possibiity that it is substantially
different
Low nlﬂlll‘lt!". Our confidence in the effect estimate s imited. The true effect may be SI.II}SHI'“IEII’I different from the estimate of the eflect
Very low certainty: We have very littie confidence in the effect estimate: The true effect is likely to be substantially different from the estimate of eflect
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Comparison 2.1: Infant weight

Galactagogue Placebo Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
2.1.1 Fennel
Ghasemi 2018 (1) 6,393.3 1,083.42 39 601872 1,261.41 20 100.0% 374.58 [-274.45 1023.61] I >
Subtotal (95% CI) 39 20 100.0% 374.58[-274.45,1023.61]
Heterogeneity: Not applicable
Test for overall effect Z=1.13 (P =0.26)
2.1.2 Fenugreek
Ghasemi 2018 (2) 6,388.2 1,013.23 39 601872 1,261.41 19 100.0% 369.48[280.77,1019.73] . >
Subtotal (95% CI) 39 19 100.0% 369.48 [-280.77,1019.73]
Heterogeneity: Not applicable
Test for overall effect Z=1.11 (P=0.27)
2.1.3 Moringa
Yahes-Almirante 1996a (3) 6,646 1,790.8 58 5304 12038 58 100.0% 1342.00[786.71,1897.29] —
Subtotal (95% CI) 58 58 100.0% 1342.00[786.71,1897.29] ——
Heterogeneity: Not applicable
Test for overall effect 2= 4.74 (P < 0.00001)
2.1.4 Mixed botanical tea (Humana Still-tea)
Tirak 2008 (4) 4,589 403 21 3,895 478 21 100.0% 594.00 [326.60, B61.40] i
Subtotal (95% CI) 21 21 100.0% 594.00 [326.60, 861.40]

Heterogeneity: Not applicable
Test for overall effect 2= 4.35 (P < 0.0001)

Footnotes

-500 0 500 1000
Favours placebo Favours galactagogue

1000

(1) Weight one month after treatment. Infant ages ranged from one to five months. This is part of a 3-arm trial and the placebo group had been divided by 2 to prevent double...
(2) Weight one month after treatment. Infant ages ranged from one to five months. This is part of a 3-arm trial and the placebo group had been divided by 2 to prevent double...

(3) Weight at four months old.
(4) Weight at one month old

Comparison 2.3: Volume of supplement

Galactagogue Placebo Mean Difference Mean Difference
Study or Subgroup  Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
2.3.1 Gossypium herbaceum L.
Manjula 2014 40 7588 30 226.7 149.84 15 100.0% -186.70 [-267.24,-106.16] t
Subtotal (95% CI) 0 15 100.0% -186.70 [-267.24, -106.16]
Heterogeneity: Not applicable
Test for overall effect: Z=4.54 (P < 0.00001)
2.3.2 Shatavari (Asparagus racemosus)
Sharma 1996 1632 214 32 210 2423 32 100.0% -46.80 [-158.81, 65.21] 1—
Subtotal (95% Cl) 32 32 100.0% -46.80 [-158.81, 65.21]

Heterogeneity: Not applicable
Test for overall effect Z=0.82 (P=0.41)

Test for subaroup differences: Chi*= 3.95, df=1(P=0.05), F=747%

200 -100 0 100 200
Favours galactagogues Favours placebo
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Galactagogue

Comparison 2.2: Milk volume

Placebo

Mean Difference

Mean Difference

Study or Subgroup Mean SD Total Mean SD_Total Weight IV, Random, 95% CI IV, Random, 95% CI

2.2.1 Bu Xue Sheng Ru (3hin2EF)

Jiang 2006 207 ans 20 53 66 10 100.0% 154.00[140.02, 167.88] !
Subtotal (95% CI) 20 10 100.0% 154.00 [140.02, 167.98]

Heterogeneity: Mot applic:

Testfor overall effect Z= 21.59 (P < 0.00001)

2.2.2 Chan Bao (%)

Jiang 2006 (1) 1475 07 20 53 66 10 100.0% 14450 [134 55,154 45] !
Subtotal (95% CI) 20 10 100.0% 144.50 [134.55, 154.45]

Heterogeneity: Mot applicable

Testfor overall effect Z= 28.46 (P <0.00001)

2.2.3 Cui Ru ({§F137%) soup

Su 2008 (2) 7385 1228 60 47.35 1313 48 100.0% 26.60[21.76, 31.44] !

Subtotal (95% CI) 60 48 100.0% 26.60 [21.76, 31.44]

Heterogeneity: Mot applicable

Testfor overall effect Z=10.77 (P = 0.00001)

2.2.4 Banana flower

Mordin 2019 {3} 4543 1828 29 3606 1104 29 100.0% 9370 [14.20,172.20] i
Subtotal (95% CI) 29 29 100.0% 93.70 [14.20,173.20]

Heterogeneity: Mot applicable

Testfor overall effect Z= 2.31 (P = 0.02)

2.2.5 Fenugreek

Sakka 2014 (4) a0.8 188 25 LR 7 12 100.0% 15.30[6.93, 22.67] ’

Subtotal (95% CI) 25 12 100.0% 15.30 [6.93, 23.67]

Heterogeneity: Not applicabla

Testfor overall effect Z= 3.56 (P = 0.0003)

2.2.6 Ginger

Paritakul 2016 (5) 191 72 30 135 615 33 100.0% 56.00[22.99, 89.01] i

Subtotal (95% CI) 30 33 100.0% 56.00 [22.99, 89.01]

Heterogeneity: Not applicable

Testfor overall effect: Z= 3.33 (P = 0.0009)

2.2.7 Moringa

Briton-Medrano 2002 (6) 365 347 7 166 301 26 50.0% 18.90[2.43,37.37]

Espinosa-Kuo 2005 (7) 3959 3633 41 1508 165 41  50.0% 24510([23289,257.31] C 3
Subtotal (95% CI) 69 67 100.0% 132.59[-88.10, 353.28] —ES

Heterogeneity, Tau®= 2520838, Chi®= 420,79, df= 1 (P < 0,00001); F=100%

Testfor overall effect Z=1.18 (P = 0.24)

2.2.8 Mixed fenugreek, ginger, turmeric
Burrungpen 2018 (8) 1,399 Nz
Subtotal (95% CI)

Heterogeneity: Not applicable

Testfor overall effect Z= 6.3 (P < 0.00001)

2.2.9 Ixbut

Chan 2005 (3) a77 1183
Subtotal (95% CI)

Heterogeneity: Mot applicable
Testfor overall effect Z= 2.39 (P = 0.02)

2.2.10 Mixed botanical tea (Humana Still-tea)

Turkyilmaz 2011 (10) 732 535
Subtotal {95% CI)

Heterogeneity: Mot applicable
Test for overall effect: Z= 2.88 (P = 0.004)

2.2.11 Sheng Ru He Ji (45, &%) oral liquid
Yin 2005 (11) 47.45 7.88
Subtotal (95% CI)

Heterogeneity: Mot applicable
Test for overall efiect Z=15.83 (P = 0.00001)

2.2.12 Silymarin (milk thistie)

Di Pierro 2008 (12) 1,119.24 11589
Subtotal (95% C)

Heterogeneity: Not applicable
Testfor overall effect Z=13.83 (P = 0.00001)

2.2.13 Xian Tong Ru (4¢ih%,) soup
Huang 2000 {13) 1557 3275
Subtotal (95% CI)

Heterogeneity: Mot applicable
Testfor overall effect Z= 6.46 (P < 0.00001)

2.2.14 Palm dates

Sakka 2014 (14) 676 188
Subtotal (95% CI)

Heterogeneity: Not applicable

Testfor overall effect Z=7.59 (P < 0.00001)

25
25

2
22

1

0o
100

5
25

5
25

eos 189
278 2
388 163
2948 817
700.56 9566
118 202
355 7

2%
25

17
17

22
22

100
100

25
2

40
40

13
13

100.0%
100.0%

100.0%
100.0%

100.0%
100.0%

100.0%
100.0%

100.0%
100.0%

100.0%
100.0%

100.0%
100.0%

Testfor subgroup differences: Chi*=1192.84, df=13 (P < 0.00001), F=98.9%

502,00 (360.81,645.19)
503.00 [360.81, 645.19]

6.99[1.27,12.71]
6,99 [1.27,12.71]

34,40 [11.03,57.77)
34.40 [11.03, 57.77]

17.97 [15.75,20.19]
17.97 [15.75, 20.19]

418,68 [359.77, 477.59)]
418.68 [359.77, 477.59]

37.70 26 27, 48.13]
37.70 [26.27, 49.13]

32.10(2381, 40.39]
32.10[23.81, 40.39]

4100 -40 50 100
Favours placebo Favours galactagogues
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Comparison 2.4-2.6

Galactagogue Placebo Mean Difference Mean Difference
Study or Subgroup _ Mean SD Total Mean SD Total Weight IV, Fixed, 95% CI IV, Fixed, 95% CI
2.4.1 Mother's Milk Tea
Wagner 2019 8259 75722 3 826 75392 20 1000% -001[3.84,387]
Subtotal (95% CI) k1] 29 100.0% -0.01[-3.84,3.82)

Heterogeneity, Not applicable
Testfor overall effect Z=0.01 (P=1.00)

Total (85% C) LY 20 100.0% 0.01[-3.84,382)
Heterageneity. Not applicable 5a . -+ t t {
Testfor overall effect Z= 0.01 (P = 1.00) Quality of Life O o e contr Favours gaatagoguen
_Testfor subaroup diferences: Not applicable
Galactagogue Placebo Mean Difference Mean Difference
Study or Subgroup _ Mean __SD Total Mean __ SD Total Weight IV, Fixed, 95% CI IV, Fixed, 95% CI
25.1 Mother's Milk Tea
Wagner 2019 6196 54007 31 637 53852 29 100.0% -1.74F447,099)
Subtotal (95% C1) 3 29 100.0% 1.74(447,099]

Heterogeneity. Mot applicable
Test for overall effect Z=1.25 (F=0.21)

Total (95% CI) 3 29 1000% -1.74 [-4.47, 0.99]
Heterogeneity. Mot applicable L t y i
Prlic - T A T P 100 -50 0 50 100
Testfor overall eflect Z=1.25 (F = 0.21) L5/ 25 elf-effica cy Favours control Favours galactagogues
T r I nces:. M licabl
Galactagogue Placebo Mean Difference Mean Difference
Study or Subgroup  Mean SD Total Mean SD Total Weight IV, Fixed, 95% Cl IV, Fixed, 95% Cl
2.6.1 Mother's Milk Tea
Wagner 2019 330 31736 3 201 31234 29 1000% 1.38}0.21,2.97)
Subtotal (95% CI) n 29 100.0% 1.38[-0.21,2.97]
Heterogeneity. Mot applicable
Test for overall effect Z2=1.70 (P = 0.09)
Total (95% CI) 3 29 100.0% 1.38[0.21,2.97]
Heterogeneity: Not applicable Postpartum I 1 i ; {
Testfor overall effect Z=1.70 (P= 0.09) 100 50 o 0 100
- - i Favours galactagogues Favours control
Testfor subaroup differences: Not applicable Depression Scale Jeiaraaog

Comparison 2 Summary

B 2 Natural oral galactagogues compared to placebo or no treatment for increasing breast milk production in mothers of
non-hospitalised term infants

Natural oral g

gog pared to p ornotr for increasing breast milk pr in mothers of ni P d term
Patient or population: increasing breast milk production in mothers of non-hospitalised term infants
Setting: Community
Intervention: natural oral galactagogues
Comparison: placebo or no treatment
Outcomes Anticipated absolute effects (95% CI) Relative |Ne of Certainty of |Comments
effect particip the
Risk with placebo or no Risk with natural oral (95%Cl)  |(studies) | (GRADE)
treatment galactagogues
.0 : One study reported no significant difference in breastfeeding rates at six |- 72 T —
L:%of infants big @ | i for Motner's Mik Tea (1RCT) < o2 >
3,4, 6 mos R
z . see comment see comment - 275 T ——, | Only subgroup analyses
2: Infant welght ) (3RCTs) < VERY LOW 34 | Per galactagogue type. No
(metoclopramide) L heta-analysis
Sy see comment see comment - 962 | B8 @mm,_ | Onlly sUbGroup analyses
3: Milk Volume (13RCTs) very Low 3 ir galactagogue type. No
(all galactogogues) is ta-analysis
4: Adverse Effects Almost all reported "no adverse effects." Where reported, they were - (10RCTS) oo Adverse effects were
¥ L single occurrences such as maple-syrup urine with fenugreek, ginger < VERY LOW 2 )orty reported
(mother or infant) and tumeric mix; nausea and urticaria in infants with Shiratza ey L
*The risk in the intervention group (and its 95% confidence interval) is based on the assumed risk in the comparison group and the relative effect of the intervention (and its 95%
Cl)
| CI: Confidence interval, RR: Risk ratio; OR: Odds ratio
GRADE Working Group grades of evidence
High certainty: We are very confident that the true effect lies close to that of the estimate of the effect
Moderate certainty: We are moderately ¢ in the effect The true effect is likely to be close to the estimate of the effect, but there is a pc y that it is sut
different
Low certainty: Our ¢ e in the effect esti is limited: The true effect may be substantially different from the estimate of the effect
| Very low certainty: We have very Iittie ¢ € in the effect The true effect is likely to be substantially different from the estimate of effect

© Lisa Marasco 2020



HETEROGENEITY OF STUDIES:

Study participants:

R/

+» Different ages of babies enrolled

¢ Breastfeeding routines frequently not described
+* Normal supply vs low supply; causes of low supply
¢ Parity, c-section, etc.

Interventions and methodologies

s Dosages

¢ Treatment durations

¢ Natural botanical materials rarely validated
¢ Questionable placebos

Outcome measurements

v' Using baby’s gain- sometimes rate, sometimes weight
v" Using milk transfer as a proxy for production- what about residual?

v' Time points of measurement sometimes different for the groups

Insights: Rescue Vs Proactive Study Goals

CONCLUSION

v' Very low certainty evidence that oral galactagogues in the review might improve infant weight and
milk volume

v' We are uncertain if one galactagogue is better than another, or their use would result in any harm

e Due to substantial heterogeneity of the studies, imprecision of measurements and incomplete
reporting, we are very uncertain about the magnitude of the effect

o Vert little available evidence of effect on bfg rates at 3, 4 or 6 mos

e Not enough evidence to judge harm

e Management should always be the first step before employing galactagogues=
For quality evidence, we need:

e High quality RC

e Set of core outcomes to standardize measurements

e Strong basis for dosages and forms used
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How 10 BUILD A BETTER STUDY

v" Methodology and reporting need to be at same academic standard as other pharmaceutical
interventions

Mandatory lactation support provided

Infants of similar ages

For botanicals, validation of material and purity

Preparation of plant material described
Rationale of form and dosage

Measurement of milk by volume should include transfer & residual expressed, preferably 24 hrs

Report total # of breastfeeding/expression sessions

Report duration of ‘any’ and ‘exclusive’ bfg to 6 mos, as that is the ultimate goal

AN N N Y N N N N

Identify, screen for and report side and adverse effects in mother and baby

Priority for future Studies:

» For women with IMS, attempt to identify etiology of low production
» Test more commonly used galactagogues first

» Test multiple dosages to determine most effective therapeutic dosage

Priority — Related research needs

» Determine a standard for defining lactation insufficiency beyond maternal perception

» Determine a standard method to measure “milk volume”, including measure tools and duration of
measurement. Explore usefulness of Lai method

» Determine mechanisms by which a galactagogue may increase milk production. Take clues from animal
studies. This may lead to better rationales for choosing one galactagogue over another
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